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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of Invention I is acknowledged. The traversal is 
on the grounds that Inventions I and II are classified in the same class, and thus do not 
constitute a burdensome search. This is not found persuasive because the Examiner 
has provided reasoning as to why each Invention is distinct from each other. 
Furthermore, Inventions need not be classified in different Classes for them to constitute 
a burdensome search. Examiner has only provided one example of the many classes 
and/or subclasses that would indicate excessive burden; there are many additional 
subclasses that each invention would need to be searched independently in, inside and 
outside of Class 606. Class 408 an additional class which contains drill guides. 
The requirement is still deemed proper and is therefore made FINAL. 
Claim Rejections - 35 USC § 102 
1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 


2. Claims 1, 2, 5, 7, 9, 10, 12, 13-15, and 22 are rejected under U.S.C. 102(e) as 
being anticipated by Kienzle et al. (US 6,478,802, herein after "Kienzle"). 
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Regarding claim 1 , Kienzle discloses an instrument guide for use witli an 
elongated instrument (105) and a computer assisted surgery tracking system including 
a localizer assembly (112) having a central bore (114); a handle assembly (104) 
connected to the localizer assembly (112); and a guide sleeve wherein the guide sleeve 
has a tip end, an attachment end, and a sleeve bore. As schematically shown in the 
above annotated Fig. 1 , the attachment end is configured to be front loaded into the 
central bore such that the tip end does not pass through the central bore. Further, 
Kienzle discloses that the sleeve bore has a fixed position relative to the localizer 
assembly (112), and that the localizer assembly (112) is used to determine the 
trajectory of the sleeve bore. 

Regarding claim 2, Kienzle discloses that the front loaded guide sleeve is 
inserted into the central bore, such that the attachment end extends into the central 
bore. 

Regarding claim 5, Kienzle further discloses the localizer assembly includes a 
receiver that has a fixed position relative to the guide sleeve, in which the receiver 
communicates with a computer to determine and display the position of the guide 
sleeve relative to a surgical site. 

Regarding claim 7, Kienzle further discloses an elongated instrument. In which 
the elongated instrument is a drill bit (105). 

Regarding claim 9, Kienzle further discloses that electromagnetic localizer 
assembly can be used as one of the alternative embodiments of the invention (col. 3, 
lines 55-58 and col. 4, lines 43-45). 
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Regarding claim 10, the handle and the localizer assembly are capable of being 
moved relative to each other. 

Regarding claim 12, the guide sleeve also includes a feature (constituted by the 
tubing portion connecting element 112 to element 108). The feature, as shown in Figure 
1 , is in a fixed (and thus known) relationship with the localizer assembly, such that the 
localizer assembly (112) is used to determine the position of the feature. 

Regarding claim 13, Kienzle discloses the limitations of the claimed device 
including: a drill bit (105); a computer that displays an image of the surgical site; a drill 
guide having a handle assembly (104); a localizer assembly (112) connected to the 
handle assembly at a central bore; a guide sleeve wherein the guide sleeve has a tip 
end, an attachment end, and a sleeve bore. See annotated Fig. 1 above. 

Regarding claim 14, Kienzle discloses the tracking system wherein the guide 
sleeve is inserted into a central bore and the attachment end extends into the central 
bore. 

Regarding claim 15, the attachments are fixed at a position/location relative to 
the localizing assembly (112). 

Regarding claim 22, Kienzle further discloses a computer that calculates the 
position of the attachment, and displays a graphic representation of the attachment 
(Fig. 4). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 3 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kienzle (as discussed supra) in view of Moran et al. (US 5,741,266). 



The Kienzle reference differs in that it does not include a foot as claimed. 
Attention, however, is directed to the Moran et al. reference (see marked up figure 
above), which discloses another medical device having a guide sleeve (30), wherein the 
guide sleeve has a foot (1 1 ) oriented at a desired angle (a) to allow the guide sleeve to 
contact the treatment location at the preferred angle. Therefore, it would have been 
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obvious to one of ordinary skill in the art at the time the invention was made to have 
modified the Kienzle reference by employing a guide sleeve having a foot, in view of 
Moran et al., in order to orient the guide sleeve (21 ) at the desired angle (a) to allow the 
guide sleeve to contact the treatment location at the preferred angle. 

5. Claims 4 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kienzle (as discussed supra) in view of Karas et al. (US 4,788,970). 

The Kienzle reference discloses substantially all features as claimed, except for 
the tip end having serrations as claimed. Attention, however, is directed to the Karas et 
al. reference which discloses another medical device having a drill setting guide for 
drilling holes in bone that include drill guide bushes (2) having the ends provided with 
blades or serrations (5) for engaging a treatment portion of the user or patient (col. 5, 
lines 15-22). Therefore, it would have been obvious to a person having ordinary skill in 
the art to have modified the Kienzle reference to include tip end having blades or 
serrations, in view of the Karas et al., to allow the device to engage a treatment portion 
of the user or patient. 

6. Claims 6 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kienzle (as discussed supra) in view of the teaching of Wickesser (US 2785384). 
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Kienzle differs in tliat tliere is no pin and groove to attacli tine guide sleeve to tine 
central bore as claimed. Attention, however, is directed to the Wickesser reference (as 
depicted in the above annotated Figure) which disclose a fitting or attaching mechanism 
having a groove and a pin structure to rigidly maintain two cylindrical members, as is 
commonly used in BNC-type connectors. Therefore, it would have been obvious to a 
person having ordinary skill in the art at the time the invention was made to have 
modified the Kienzle reference by employing a fitting or attaching mechanism having pin 
and groove structure in view of the teaching of Wickesser. Such modification would be 
considered a choice of a preferred attaching mechanism on the basis of its suitability for 
the intended use. 
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7. Claims 8, 11, 19 and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kienzle (as discussed supra) in view of Greenberg et al. (US 
5,743,916). 

Regarding claims 8 and 19, the Kienzle reference differs in that it does not 
include a plurality of guide sleeves having varying inner diameters as claimed. 
Attention, however, is directed to the Greenberg et al. reference which discloses 
another medical device having drill guides with a plurality of guide sleeves of varying 
diameter (Fig. 4A, element 165; also col. 6, lines 35-51), each capable of being slidably 
removably connected to a central bore mounted on a handle. Therefore, it would have 
been obvious to a person having ordinary skill in the art at the time the invention was 
made to have modified the Kienzle reference by employing a plurality of guide sleeves 
having varying inner diameters, in view of the teaching of Greenberg et al., in order to 
accommodate various device having different sizes. 

Regarding claims 1 1 and 21 , the Greenberg et al. reference also discloses a 
plurality of guide sleeves of varying lengths (col. 8). 

8. Claim 20 is rejected under U.S.C. 103(a) as being unpatentable over Kienzle (as 
discussed supra) in view of Hunter et al. (US 6,235,035). 

The Kienzle reference differs in that the localizer assembly does not include an 
electromagnetic receiver as claimed. Attention, however, is directed to the Hunter et al. 
reference teaches the use of an electromagnetic navigation system used in conjunction 
with a medical instrument (60) to determine the position of those surgical instruments. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
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invention was made to have modified tine Kienzle reference by employing an 
electromagnetic navigation system including an electromagnetic receiver and an 
electromagnetic transmitter, in view of the teaching of Hunter et al., in order to 
determine the position of those surgical instruments. 

Response to Arguments 

1 . Applicant's Applicant's arguments filed 3/1 0/2009 have been fully considered but 
they are not persuasive. 

2. Applicant mentions on page 1 2 of the Remarks dated 3/1 0/2009 that the sleeve 
and the central bore appear to be "integrally formed" with each other. It is noted that the 
sleeve and the central bore appear to be "integrally formed", however, the Examiner 
disagrees that the Figure 1 of Kienzle does not teach or suggest that "the attachment 
end is configured to be front loaded into the central bore such that the tip end does not 
pass through the central bore." Two things that are "integrally formed" can still be 
"removably connected to" each other and two things that are "integrally formed" can still 
be "inserted in", one element within the other. 

Regarding the limitation "said attachment end being configured to be front 
loaded into said central bore and rigidly and removably connected to the central bore" 
(See page 12 of Applicant Arguments/Remarks), the Kienzle reference teaches the 
attachment end is "front loaded into the central bore", since the central bore has a 
"front" and a "back" (the "front" being construed as away from the user and the "back" 
being construed as towards the user of the device); the attachment end is loaded, or 
engaged with, in "front" of the central bore. Regarding the limitation "removably 
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connected to the central bore", the Kienzle reference fully meets this limitation since the 
attachment end is capable of being removed from the central bore, as for example, with 
a hacksaw or other cutting means. 

Regarding the limitation "the guide sleeve is inserted into said central bore such 
that the tip end does not pass through the central bore," the Kienzle reference meets 
this limitation, since the guide sleeve is engaged with, or "inserted in" the central bore 
(as annotated in Fig. 1 of the Office Action) and the guide sleeve is construed as 
extending into the central bore. Regarding the limitation "the tip end does not pass 
through the central bore", the tip end, as shown in Fig. 1 , is separated from central bore 
by the guide sleeve in between; given the two structures are separated, the tip end 
"does not pass through the central bore". 

Regarding the limitation that the handle and the localizer are movable relative to 
each other, the claims the handle and the localizer assembly are indeed movable 
relative to each other. When interpreting claims, the Examiner is to give the broadest 
reasonable interpretation to the limitations in the claim; as such, the handle and the 
localizer assembly are capable of being moved, or "movable", relative to each other, 
since parts of an "integrally formed" structure are capable of being moved relative to 
each other, the degree of movement depending on the modulus of elasticity of the 
material used to construct the device. 

On page 15 of Applicant Arguments/Remarks, Applicant mentions that neither 
Kienzle nor Wickesser teaches or suggests "said attachment end of said at 
least one guide sleeve includes a groove and a pin, wherein when said at least one 
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guide sleeve is inserted into said central bore, said groove receiving a ring in said 
central bore and said pin being received in a hole in said central bore to rigidly maintain 
said at least one guide sleeve within said central bore" as recited in claims 6 and 18. In 
response to Applicant's arguments against the Kienzle and Wickesser references 
individually, one cannot show nonobviousness by attacking references individually 
where the rejections are based on combinations of references. See In re Keller, 642 
F.2d 413, 208 USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 
USPQ 375 (Fed. Cir. 1986). In response to the argument that Wickesser teaches a pin 
on one segment of coaxial cable and a groove on the other separate segment of coaxial 
cable (see page 15 of Applicant's Arguments/Remarks), the coaxial segments are 
construed as parts of a whole, not as separate elements; therefore, the combination of 
the Kienzle and Wickesser references teaches the limitation "said attachment end of 
said at least one guide sleeve includes a groove and a pin, wherein when said at least 
one guide sleeve is inserted into said central bore, said groove receiving a ring in said 
central bore and said pin being received in a hole in said central bore to rigidly maintain 
said at least one guide sleeve within said central bore." 

Conclusion 

3. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTIAN SEVILLA whose telephone number is 
(571)270-5621 . The examiner can normally be reached on Monday through Thursday, 
8:00 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Khoa Huynh can be reached on 571-272-4888. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/CHRISTIAN SEVILLA/ 
Examiner, Art Unit 4128 


/Khoa D. Huynh/ 

Supervisory Patent Examiner, Art Unit 4128 


